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Ceprudukar kauectBa Ne 833/p/25
DUTOJH3HUH NTACTA AJISl IIPUTOTOBJICHUSA CYCIICH3HH AJIA MpHeMa BHYTPb

Ionyuarenn: AO «AKPUXHH», Poccus Homep cepuu: 1010925
IIpoussoaurtenn: ['epbanons Bapwasa OO0, Harta npousponctea:  23.09.2025
[Tonbiua Hata ncreueHus
CpOKa rOAHOCTH: 08.2028
SkcnopTep: «[TOJIb®GAPMA» AO, Konuuectso
[onsma YIaKOBOK B CEpHH: 10 400

Tloka3zaTren KauecTBa

Hopmbl (zonycTHMbIE Npegesbl)

Pe3yabrarsl ucneiranuii

OnucaHue [Tacta MarKoi KOHCHCTEHUMH 3€TEHO-KOPHYHEBOTO | [TacTa MATKOM KOHCUCTEHLIMHU 3€NEHO-KOPHYHEROTO
LIBETA, €O CeUn(pUIecKUM 3amaxom LIBETA, CO CHELU(UUECKUM 3aMaXOM

Upentudukauusn:

TCX B HUbKHEi M0.T0BHHE XPOMATOrpaMMma! B HuxHeli M0:10BHHE XpOMATOrpaMMbI
WCTIBITYEMOrO PaCTBOPA A0/KHa OOHAPYKUBATLCS | HCMBITYEMOro pacTBopa o0HApYyXKEHa 30Ha ¢
30Ha C noramedHoH ¢uayopecLeHLMEH, MOIMKEHHE | MoraweHHoH diyopecueHuneil, MOMoXKeHUE 1
¥ UHTCHCUBHOCTL KOTOPOH COOTBETCTBYET 30HE HA | MHTEHCUBHOCTB KOTOPOI COOTBETCTBYET 30HE Ha
Xpomarorpamme pacTBOpa CpaBHEHHUSI XPpOMAaTOrpamMMe pacTBopa CpaBHEHUS
TPUrOHEJUIMHA CHAPOXI0pUIA TPUTOHEJUTMHA THAPOXJIOPUAA

TCX Ha xpomarorpamme rensiTyeMoro pacteopa Ha xpomarorpaMme UCIIBITYEMOrO pacTBOpa
JIOJKHBI OGHAPYKUBATLCS 30HbI, OJIOXKEHUE W LBET | OOHAPYKEHBI 30HBI, NOJ0XKEHHE U UBET KOTOPHIX
KOTOPBIX COOTBETCTBYET 30HAM Ha XpOMaTOrpaMMax | COOTBETCTBYET 30HaM Ha XpOMATOrpamMMax
PacTBOPOB CPaBHEHMS TMNEPO3MIA, KBEPLETUHA H | PACTBOPOB CPABHEHUS FMIEPO3UAA, KBEPLETHHA U
W30KBEPLUTPUHA H30KBEPLUTPHUHA

rx Ha xpomarorpamme ucneryeMoro pacteopa Ha xpomarorpamMme UCIIBITYyeMOro pacTBopa

JOJDKHBI PErCHCTPUPOBATECSA MMUKKU ¢ BDEMEHAMH
YACPXKHUBaHMS, COBNaaatOIIUMHU ¢ BpEMEHAMH
YAEPKHBaHUs IMMHKOB H& XpoMaTrorpamMmax
CTaHAApPTHBIX PacTBOPOB O-ITMHEHA,
JMHANMIaueTara, TMMOHCHA, MEHTOJIa, MCHTOHA

3apErMCTPUPOBAHLI [IUKU C BpEMEHAMU
YIEPKUBAHMUS, COBIANAIOLIMMHU C BpEMEHAMH
YAEPKUBAHHUS MIHKOB HA XpOMaTOrpaMmax
CTaH/IapTHBIX PaCTBOPOB (-NUHEHA,
JIMHAIMJIALETATa, IMMOHEHA, MEHTOJ1a, MEHTOHA

Macca coaepUMOro ynakosxku

CPEAHAS Macca COAEPKUMOro (METoaMKa GUPMBL):
1004

101,0r

MukpobuoJjiornyeckas YucToTa

Karero

pus 3b

O61wee YUCN0 a3POOHBIX MUKPOOPraHU3MOB — HE
Gonee 10'KOEB 11

Mmenee 102 KOE/r

O61ee YUCN0 APOMGKEBBIX U IIECHEBBIX MPUHOB —
e Gonee 102KOEB I r

MeHnee 10 KOE/r

OurepolOaKTepuit, yCTONUMBRIX K KeTuu, — He GoJiee
10°KOEB 1T

mMernee 10 KOE/r

Orcyrtersue Escherichia colis 1 T

OTCYTCTBYETB 1 T

Orcyrerue Gakrepuii poga Salmonella spp. 8 10 ©

orcytcTByeTB 10 T

OrcyrerBue Staphylococcus aureus B 1 ¢

OTCYTCTBYET B 1 I

KoanyecTBeHHoe ofnpeacneHHe:

- cymma (pJ1aBOHOMA0B He menee 0,06 % 0,11 %
- FJIMLEPHH 01221027 % 24,7 %
Or1,7001,9% 1,9 %

- 3¢upHbIe Macaa

Tsoxenble METANIBI B IEpECUETE HA
CBUHEL

He 6onee 10 mkr/r

MeHee 10 MKr/r

Onucanue YnaKoBKH

[To 100 r B TyObl A THOMUHHCBbIE, IOKPHITHIE
BHYTpH [1akoM. Kaxxayto TyOy BMeCTe € THCTKOM-
RICTATRITIIEM 110 MPUMEHEHUKY TOMEINTANT R

[To 100 r B TyOb! a/IFOMUHKUEBBIE, TOKPBITHIE
BHYTpH NlakoM. Kaxxnas Ty6a BMecTe ¢ IMCTKOM-
R TATRITIEM TIN MNVMPHEHUIN MIOMETIIEHA R

KapTOHHYIO MavKy.

KapTOHHYIO MAUKY.




’EpKHPOBKa

Ha pycckom si3bike yKasbiBaioT:

- Ha TyOe:
TOProBO€ HAMMEHOBAHUE [Penapara,

I/lH(l)CKU.[/(OHHO-BOCl’la_'IMTe.'II:Hle

HaUMEHOBAHUE H anapec
HaWMEHOBAHUEC H ajapec

KOI.

KOHTPOJIb MEPBOrO BCKPBITHUS.

HOMED CepHu.

J€KapCTBEHHYI0 GOPMY, KO.IMYECTBO [1acThl B TYOE,
nokasanus K npumeHeruto («IIpu uHpexuHoHHO-
BOCTIANMTEBLHBIX 3a001€BAHUSAX MOUYEBbIX MyTEil»),
KOJINYECTBO aKTHBHBIX KOMIIOHEHTOB M MEpeveHb
BCMOMOIATEAbHBIX BELIECTB, PEKOMEHIyeMas 11034,
MyTb U (UIU) cnocob BBEIEHHUS, HAMMEHOBAHUE U
aapec NPOU3BOJUTENS, JIOTOTHUIT AEPIKATEISI
PErUCTPALIMOHHOTO YIOCTOBEPEHHUS, YCIOBUS
XpaHeHHs («npu TeMIEpaType He Bbile 25 °Cy),
HOMED CEpHHM, AaTa UCTEUEHUA CPOKA FOAHOCTH.
- Hd KAPTOHHO 11a4Ke: TOProBoe HAMMEHOBAHUE
npenapaTa, JeKapcTBEHHYIO (OpMY, KOJIHYECTBO
nactbl B Ty6e, nokasaHus K npuMeHeHuo («llpu
3a00:1€BaHUSAX
MOYEBBIX  MyTEi»),  KOIMYECTBO
KOMIMOHEHTOB M [EPEYEHb  BCIIOMOIATEIBHBIX
BCUICCTB, pEKOMeHIyemas [03a, NyThb W (WIM)
CIoCod BBEAEHHUS, IOFOTHIT, HAMMCHOBAHHE U aJIpec
IEpKATENs.  PETUCTPALMOHHOTO  YIOCTOBEPEHUS,
NPOU3BOAUTENS,
OpraHu3aLmy,
NPUHAMAIOWIEH TIPETEH31U noTpeduTeneit; ycaosus
XpaHeHUs («IpH TemIeparype He Bbiie 25 °Cy, «B
HENOCTYNHOM [/ AETEH MECTE»), YCIOBHS OTIYCKA,
HOMED PETHCTPALMOHHOIO YNOCTOBEPEHHUS, HOMED
CepuM, JaTa HUCTEYEHUs CpOKa FOJHOCTH, WTPUX-

JIOMIOTHUTEIbHO MOTYT OBbITh HAHECEHBI CPENCTBa
nientndukaunu (KOO  MPOLYKLMH,
HOMED, ABYXMEDHBIH LITPUXOBOU KOA), & TaKKe
MOKET ObITh HAHECEHA HaKkelika, obecnieyrBarouias

HQMMC‘{&HI/ICZ Aara MPOU3BOACTBA BKJIKYCHaA B

Ha pycckoMm s3blke yKa3aHbl:

- Ha TyGe:

TOProBoe HaUMEHOBAHKE IIpenapara,
1ekapCTBeHHas GopMa, KOTMIECTBO NacTsI B TY6e,
noxasauus k npuMeneHnto («Ipu uupexumonno-
BOCTIA/TUTENbHLIX 3a00/1EBAHUAX MOYEBRIX MyTei»),
KOJIMYECTBO AKTHBHbIX KOMIOHEHTOB M NEpeueHb
BCMOMOTATEIbHBIX BELIECTB, PEKOMEH Iyemas 1033,
MyTb U (WIK) C1IOCOG BBEICHUS, HAUMEHOBAHUE H
aapec NPOU3BOAMTENS, IOTOTHIT AEPKATENs
PETHCTPAUHOHHOIO YAOCTOBEPEHHS, YCA0BH
XPAHEHHUS («IIpK TEMIIEPATYPE HE BbILE 25 °Cy),
HOMEp CEpHH, AaTa UCTEUEHUS CPOKA rOAHOCTH.

- Ha KAapTOHHOW Mayke: TOPrOBOE HAUMEHOBAHUE
npenapara, NekapcTBeHHas (opMa, KoU4ecTRO
nactel B TyGe, MOKa3aHus K npuMmeHeHuio («[Ipu
UH(EKLUMOHHO-BOCTATUTE ILHBIX 3a00/1eBaHUAX
MOYEBBIX  MyTei»),  KOIMYECTBO  AKTUBHbIX
KOMMOHEHTOB M  MEPEYEHb  BCHOMOIATE/IbHBIX
BEWIECTB, PEKOMEHIYEMas 1033, MyTe U (WIM)
€noco® BBEIEHHUS, JIOFOTUIL, HAUMEHOBAHUE U

anpec ACpKaTena PETHCTPALIMOHHOTO
YAOCTOBEPEHUS, HaUMCHOBAHUEC 71 aiapec
NMPpOU3BOAUTENA, HaUMEHOBaHWE " anpec
OpraHu3aluu, npm{nma}omeﬁ [IPETCH3UU

notpebutenet,  YCJIOBHA  XpaHEHHs  («mpu
TEMIEparype He Bbiie 25 °Cy», «B HEAOCTYIIHOM AJI5
NeTel  MeCTe»), YCIOBHA  OTIYCKa, HOMED
PETHCTPAUMOHHOIO YAOCTOBEPEHUS, HOMEDP CEpUM,
JlaTa UCTEYEHUs CPOKa FOAHOCTH, ITPUX-KOL.

JlononHuTensHo HAHECEHBI cpencTsa
uacHTUGUKAUMKY  (KOA MPOAYKUMH, CEpUHHbIH
HOMED, IBYXMEpPHBIH LITPUXOBOU KOI).

[Ipumeyanue: jara MPOU3BOACTBA BKIIOYCHA B
HOMED CepHH.

YcnoBusi xpaHeHus

[1pu Temneparype He Boiute 25 °C

[Tpu TemnepaType He Bolie 25 °C

Cpok roaroctu (Cpok xpanenusi)

3 rona

3 roma

3akiaoueHue;

JlexapcTBEHHEIH ITpenapat cooTBeTCTBYeT TpeboBanusm JIIT-Ne(002521)-(PI'-RU)-130623

Iposepuia

Cotpynuuk Otzena KOHTPOJISA KayecTBa

Y1Bepaun

Hauaneamnkx OTzaena KOHTPOJIS KaYecTBa




AO «KAKPUXHWH»
JSC «AKRIKHIN»

SOP004510

PASPEHIEHUE HA PEAJIM3ALIAIO Ne 850 2025
(CERTIFICATE OF COMPLIANCE)

HAMMEHOBAHUE NPOAYKIHUMU I'T:

OUTOJIN3UH ITACTA OJIA ITPUTOTOBJIEHUA CYCIIEH3WUU JIJIA

FINAL PRODUCT NAME: IMPUEMA BHYTPb TYBA 100 T’
CTPAHA-UMIIOPTEP: [Monpora

IMPORTING COUNTRY:

MEXIAYHAPOJHOE HEITIATEHTOBAHHOE -

HAMMEHOBAHHUE:

INTERNATIONAL NON-PROPRIETARY NAME:

HOMEP CEPUU: 1010925

BATCH No:

KOA MPOAYKTA I': FTLZ-1102-800

FINAL PRODUCT CODE:

YIHAKOBKA: 100 r - TyO®1 (1) - maukn KapTOHHBIE
ENVELOPE:

JATA ITPOU3BOACTBA 23.09.2025

DATE OF MANUFACTURE

I'OJEH J0: 08.2028

EXPIRY DATE:

OBBEM INOJIYYEHHOMU NMPOAYKIIMN 10400 YITAK

(YIIAKOBKMH):
FINAL QUANTITY (UNITS):

PETUCTPAIIMOHHOE YJIOCTOBEPEHHME:
MARKETING AUTHORIZATION No:

JII-Ne(002521)-(PT-RU)

HAMMEHOBAHUE U AAPEC JEPKATEJIA
PEITHICTPAIIMOHHOI'O YIOCTOBEPEHUA:
NAME AND ADDRESS OF MARKETING AUTHORIZATION
HOLDER:

Pharmaceutical Works "POLPHARMA" SA PL,83-200,Starogard
Gdanski,ul.Pelplinska 19

HAMMEHOBAHMUE U AJIPEC ITIPOU3BOJCTBA
TOTOBOM JIEKAPCTBEHHOMW ®OPMBbI:
NAME AND ADDRESS PRODUCTION OF DOSAGE FORM:

I'ep6amnons Bapuiasa OOO [ITonsia] Herbapol Warszawa Sp.z.0.0., Olowkowa
54, 05-800 Pruszkow, Poland

JIMUEH3UA Ne 132/0404/15

LICENCE

CEPTU®UKAT Ne ISF.405.110.2024.1P.1 WTC/0404 01 _01/200

CERTIFICATE

HAMMEHOBAHMUME U AJIPEC TIPOU3BOJCTBA I'epbanons Bapmrasa OOO [[Tonema] Herbapol Warszawa Sp.z.0.0., Olowkowa
NEPBUYHOM YIIAKOBKMU: 54, 05-800 Pruszkow, Poland

NAME AND ADDRESS OF PRIMARY PACKAGING
PRODUCTION

Ne 132/0404/15

JIMIEH3US

LICENCE Ne ISF.405.110.2024.IP.1 WTC/0404 01_01/200

CEPTU®UKAT

CERTIFICATE

HAUMEHOBAHMUE U AIPEC ITPOU3BOACTBA Iep6anons Bapmasa OOO [Ionbsma] Herbapol Warszawa Sp.z.0.0., Olowkowa
BTOPUYHOMU YIIAKOBKMU: 54, 05-800 Pruszkow, Poland

NAME AND ADDRESS OF SECONDARY PACKAGING
PRODUCTION

JIMIEH3US

LICENCE

CEPTUOUKAT

CERTIFICATE

Ne 132/0404/15

Ne ISF.405.110.2024.1P.1 WTC/0404_01_01/200

HAMMEHOBAHUE U AJIPEC TIPOU3BOJUTEJIA
(BBIITY CKAIOIIA KOHTPOJIb KAYECTBA):

NAME AND ADDRESS OF MANUFACTURER (RELEASE
QUALITY CONTROL):

JULIEH3US

LICENCE

CEPTU®UKAT

CERTIFICATE

I'ep6amnons Bapuiasa OOO [ITonsima] Herbapol Warszawa Sp.z.0.0., Olowkowa
54, 05-800 Pruszkow, Poland

Ne 132/0404/15

Ne ISF.405.110.2024.1P.1 WTC/0404_01_01/200

Jlvet 1 n3 2




AO «KAKPUXHWH» SOP004510
JSC «AKRIKHIN»
JlanHasi cepusi ObLJIa NMPOM3BENEHA, BKJIOYAsl YNAKOBKY M KOHTPOJb KAayecTBa, HA BBINIEYKA3aHHOW IMPOM3BOIACTBEHHOI

IJIOIIA/IKE B TOJIHOM COOTBETCTBHU ¢ TpedoBaHusiMu cGMP 1eeBoro ppiHKa ¥ perucTpanHoOHHOI J0KyMeHTaUel.

This batch was manufactured - including packaging and quality control at the above-mentioned site(s) in full compliance with the
cGMP requirements of the intended market and with the Marketing Authorisation.

IIpoun3BoacTBO cepuy, YNIAKOBKA M aHAJIN3bI OBLIM NMPOBEPEHbI U MPU3HAHBI cOOTBeTCTBYIOIUMHI cGMP.

The batch processing, packaging and analysis records have been reviewed and found to be in compliance with cGMP.

KauecTBo npoaykra coorBercTByeT TpedoBanusim JITI-Ne(002521)-(PT'-RU)-130623 1 noaATBEP:KAeHO cepTU(PUKATOM aHAIHN3A
Ne 833/p/25 ot 06.10.2025.

The quality of the product conforms to the Specification confirmed by certificate of analysis.

Hacrosimum nmoaTBep: ka0, YTO BhIIIEYKA3aHHAS CePHUs Pa3pellleHa K peajnu3auuu.

I hereby certify that the above mentioned batch is released to the market.

JIOKyMeHT MoANNCcaH 3J1eKTPOHHBIM CIOCO00M M AeiicTBUTe/IeH 0e3 cCOOCTBEeHHOPYYHOI MOAIMCH.

This document was signed electronically and is valid without handwritten signature.

Ynoanomodennoe juno ®uimmonosa U.B  Ilpuxa3z Ne 431 ot 30.04.2021

Qp Name Order

AOBEPEHHOCTb OT MNOCTABLLIMKA: o6/H ot 10.12.2024
POWER OF ATTORNEY:

Jlata BeIITycKa: 15.12.2025 11:20:27

Jlata pacneuaTku: 15.12.2025

Jlnet 2 n3 2




